* GE Animals

« Products for
Livestock, Pets,
and Wildlife

April 2021

Delibarative - Do Mot Digtribute

ED_005739D_00001084-00001



Purpose of Briefing

® Describe the history and challenges of EPA-EDA Jurisdiction

® Describe the 2 product types at issue:
-~ GFE insecis/animals for population control
~ Chemical parasite control products for domestic animals

m Describe staff's 3 possible approaches to resolve jurisdictional impasse
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Background

B Until 1975 products intended to kill “pest’ animals met both the FIFRA definition of pesticide
and FFDCA definition of drug.

B In 1975 Congress amended the FIFRA pesticide definition to specifically exclude new animal
drugs as defined by FFDCA:

B articles (other than food) intended to affect the structure or any function of the body of man or
other animals”

B FEffectuating adequate oversight has become increasingly difficult under paradigm established
by 1975 amendment to FIFRA.
~  Aseries of MOLs have been proposed since 1975 (most recently 2010} but never finalized.
= ldentified need 1o provide adequate protection for:
#  The epviropment whep apimals are GE for population control (e, those similar to the G mosquiic}
{e.¢. GE Heks andimice) that FIFRA cap provide.
#  Dorestic animals (pets and livesiock) whose welfare is not adequately accountad for when registening
chemical parasite condrol products:
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Background:
Jurisdiction Transfer of GE Animals for Population Control from
FDA 1o EPA

2009 FDA publishes Guidance for Industry #187 and asserts jurisdiction over all GE animils

2018 US National Biotechnology Strategy set forth goal of realigning oversight with traditional regulatory
authorities so that gepetically engineered insects for population control would be regulated by EPA
and USDA

2017 Impagted by concern over Zika vitus transmission and infant encephalitis. FDA makes some
progress towards 2016 USG goal and publishes Quidance for industry #236 which moves GE
mosquitoes Tor population control from FDA to EPA

s L PA beliover that rationiale allowing tranisler of fiosguita pradudts from FDATo EPA jurisHiiction
applies sgtially well 1o gl aiher GE animabTor popuistion cantrol

» EOA expresses o EPA oiincarn about poténtial imipact on FDA'S puitview and potential
tnanticipatad effacts op past jurisdicional decisions Tor chiemical products

2020 EPAregulates Oxitec GE mosquito and issues experimental tise permit in Aptil 2020
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Current Issues:

Jurisdiction Transfer of GE Animals for Population Control from
FDA 1o EPA

#  These genetically enginesred animale can have broad envitonmental consequences e g
gane drives can aignificantly suppress or even eradicate species. Only EPA under FIFRA
has broad snough audhorities to address

®  Although FDA lssued #2386 1n 2020 FDA serd revised draft Guidance for Industry #4187
1o OME, but did not share with EPA and we have hearo that i does not address
ERA concerns on other GE animals for ponulation control

Ex. 5 Deliberative Process (DP)
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Chemical Animal Products:

Challenges with Current Paradigm

Ex. 5 Deliberative Process (DP)
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Chemical Animal Products: EPA to FDA

Current and Proposed Jurisdiction

Ep& {Cirreny

Pet and livestock products (spot-
ons, collars, shampoos; sprays;
dips, etc.) applied to exterior of
animals that are ‘not systemic’

Products to kill parasites in
uneccupied fish hatcheries.
waterbodies, ete.

Insecticides for livestock and pet
Prenises (not attached to host)

Lethal products for wildlife species
fincluding feral cats; dogs: and horses)

Contraceptives for wildlife species
{including Teral cats; dogs: and horses)

Solid of liguid feed-through insect
growth regulators (IGRs) that are
patrt of feed rations or free-choice
feed

Fronosed

Ex. 5 Deliberative Process (DP)
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Pet and livestock products (spot-ons,
collars; shampoos; sprays, dips; etc)
applied to exterior of animals that are
‘systemic’

Products to treat parasites/disease on
Hve aguatic organisims

Internal drugs for pets and livestock

Euthanasia products for domestic
anhmals tinciuding livestock and domestic cats
dogs, and horses)

Contraceptives for domestic animals
{including domestic cats: dogs and horses)

Solid orliquid drugs that are part of feed
rations or free-choice medicated feed

FIFRA is location-based statute.i

Ex. 5 Deliberative Process (DP)

Ex. 5 Deliberative Process (DP)
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Chemical Animal Products: EPA to FDA

Current FDA Staff Opinions

Ep& {Cirreny

Pet and livestock products (spot-
ons, collars, shampoos; sprays;
dips, etc.) applied to exterior of
animals that are ‘not systemic’

Products to kill parasites in
uneccupied fish hatcheries.
waterbodies, ete.

Insecticides for livestock and pet
Prenises (not attached to host)

Lethal products Tor wildlife speciei
{including feral cats dogs and horses) :

i
Contraceptives for wildlife specied
{including Teral cats; dogs: and horses) i

Solid or liguid feed-through insecti
growth regulators (IGRs) that are i
patt of feed rations or free-choice!
feed i

Ex. 5 Deliberative Process (DP)
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Opportunities

Ex. 5 Deliberative Process (DP)
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Path Forward:

GE and Chemical Animal Products

Ex. 5 Deliberative Process (DP)
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